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STEP THERAPY POLICY

PoLIicy: Topical Doxepin Step Therapy Policy
e Generic doxepin cream 5% (Mylan/DPT Laboratories, generic)
e Prudoxin™ (doxepin hydrochloride cream 5% - Mylan/DPT
Laboratories, generic)
e Zonalon® (doxepin hydrochloride cream 5% - Mylan/DPT
Laboratories, generic)

REVIEW DATE: 05/24/2023

INSTRUCTIONS FOR USE

THE FOLLOWING COVERAGE POLICY APPLIES TO HEALTH BENEFIT PLANS ADMINISTERED BY CIGNA COMPANIES. CERTAIN CIGNA
COMPANIES AND/OR LINES OF BUSINESS ONLY PROVIDE UTILIZATION REVIEW SERVICES TO CLIENTS AND DO NOT MAKE COVERAGE
DETERMINATIONS. REFERENCES TO STANDARD BENEFIT PLAN LANGUAGE AND COVERAGE DETERMINATIONS DO NOT APPLY TO THOSE
CLIENTS. COVERAGE POLICIES ARE INTENDED TO PROVIDE GUIDANCE IN INTERPRETING CERTAIN STANDARD BENEFIT PLANS
ADMINISTERED BY CIGNA COMPANIES. PLEASE NOTE, THE TERMS OF A CUSTOMER'S PARTICULAR BENEFIT PLAN DOCUMENT [GROUP
SERVICE AGREEMENT, EVIDENCE OF COVERAGE, CERTIFICATE OF COVERAGE, SUMMARY PLAN DESCRIPTION (SPD) OR SIMILAR PLAN
DOCUMENT] MAY DIFFER SIGNIFICANTLY FROM THE STANDARD BENEFIT PLANS UPON WHICH THESE COVERAGE POLICIES ARE BASED. FOR
EXAMPLE, A CUSTOMER'S BENEFIT PLAN DOCUMENT MAY CONTAIN A SPECIFIC EXCLUSION RELATED TO A TOPIC ADDRESSED IN A COVERAGE
PoLICY. IN THE EVENT OF A CONFLICT, A CUSTOMER'S BENEFIT PLAN DOCUMENT ALWAYS SUPERSEDES THE INFORMATION IN THE
COVERAGE POLICIES. IN THE ABSENCE OF A CONTROLLING FEDERAL OR STATE COVERAGE MANDATE, BENEFITS ARE ULTIMATELY
DETERMINED BY THE TERMS OF THE APPLICABLE BENEFIT PLAN DOCUMENT. COVERAGE DETERMINATIONS IN EACH SPECIFIC INSTANCE
REQUIRE CONSIDERATION OF 1) THE TERMS OF THE APPLICABLE BENEFIT PLAN DOCUMENT IN EFFECT ON THE DATE OF SERVICE; 2) ANY
APPLICABLE LAWS/REGULATIONS; 3) ANY RELEVANT COLLATERAL SOURCE MATERIALS INCLUDING COVERAGE POLICIES AND; 4) THE
SPECIFIC FACTS OF THE PARTICULAR SITUATION. COVERAGE POLICIES RELATE EXCLUSIVELY TO THE ADMINISTRATION OF HEALTH BENEFIT
PLANS. COVERAGE POLICIES ARE NOT RECOMMENDATIONS FOR TREATMENT AND SHOULD NEVER BE USED AS TREATMENT GUIDELINES. IN
CERTAIN MARKETS, DELEGATED VENDOR GUIDELINES MAY BE USED TO SUPPORT MEDICAL NECESSITY AND OTHER COVERAGE
DETERMINATIONS.

CIGNA NATIONAL FORMULARY COVERAGE:

OVERVIEW

Topical doxepin cream 5% (Prudoxin™, Zonalon®, generics) is indicated for the
short-term (up to 8 days) management of moderate pruritus in adults with
atopic dermatitis or lichen simplex chronicus.!-3

Doxepin has Hi and H> histamine receptor blocking actions, but the exact
mechanism by which it exerts its antipruritic effect is unknown.'* There are no
data to establish the safety and effectiveness of doxepin cream when used for > 8
days. Furthermore, chronic use (beyond 8 days) may result in higher systemic
levels and increased likelihood of contact sensitization.

Guidelines/Recommendations

The American Academy of Dermatology published guidelines for the management
and treatment of atopic dermatitis with topical therapies in 2014.4 Moisturizers and
emollients are recommended as first-line treatment. For disease that is not
controlled by moisturizers alone, a topical corticosteroid should be used. Topical
corticosteroids have been shown to decrease acute and chronic signs of atopic
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dermatitis. For maintenance therapy, a low-potency corticosteroid is
recommended, and intermediate- and high-potency corticosteroids are
recommended for the treatment of clinical exacerbations over short periods of time.
Use of topical doxepin has demonstrated a short-term reduction in pruritus in some
cases, but with no significant reduction in disease severity or control. In addition,
topical doxepin can cause allergic contact dermatitis, local stinging and burning,
and sedation.

Topical corticosteroids are the current treatment of choice for lichen simplex
chronicus because they decrease inflammation and itch while concurrently softening
the hyperkeratosis.®> Alternatives to topical corticosteroids include topical doxepin.

Table 1. Topical Corticosteroids, Classified According to Potency* (Adapted from
Facts/Comparisons).®

Potency/Group Examples

Super-high augmented betamethasone dipropionate 0.05% gel, lotion, ointment;
potency (Group clobetasol propionate 0.05% cream, cream (emollient base), foam aerosol,
1) gel, lotion, ointment, shampoo, solution (scalp), spray aerosol; fluocinonide

0.1% cream; flurandrenolide 4 mcg/cm? tape; halobetasol propionate 0.05%
cream, lotion, ointment.

High potency amcinonide 0.1% ointment; betamethasone dipropionate 0.05% cream
(Group 2) (augmented), ointment; clobetasol propionate 0.025% cream;
desoximetasone 0.25% cream, ointment, spray; desoximetasone 0.05% gel;
diflorasone diacetate 0.05% cream (emollient), ointment; fluocinonide
0.05% cream, gel, ointment, solution; halcinonide 0.1% cream, ointment;
halobetasol propionate 0.01% lotion.
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Table 1 (continued). Topical Corticosteroids, Classified According to Potency* (Adapted from
Facts/Comparisons).®

Potency/Group Examples
High potency amcinonide 0.1% cream, lotion; betamethasone dipropionate 0.05% cream
(Group 3) (hydrophilic emollient); betamethasone valerate 0.1% ointment;

betamethasone valerate 0.12% foam; desoximetasone 0.05% cream;
diflorasone diacetate 0.05% cream; fluocinonide 0.05% cream (aqueous
emollient); fluticasone propionate 0.005% ointment; mometasone furoate
0.1% ointment; triamcinolone acetonide 0.5% cream, ointment.

Medium potency
(Group 4)

betamethasone propionate 0.05% spray; clocortolone pivalate 0.1% cream;
fluocinolone acetonide 0.025% ointment; flurandrenolide 0.05% ointment;
hydrocortisone valerate 0.2% ointment; mometasone furoate 0.1% cream,
lotion, ointment, solution; triamcinolone acetonide 0.1% cream, ointment;
triamcinolone acetonide 0.05% ointment; triamcinolone acetonide 0.2 mg
aerosol spray.

Lower-mid
potency (Group
5)

betamethasone dipropionate 0.05% lotion; betamethasone valerate 0.1%
cream; desonide 0.05% gel, ointment; fluocinolone acetonide 0.025%
cream; flurandrenolide 0.05% cream, lotion; fluticasone propionate 0.05%
cream, lotion; hydrocortisone butyrate 0.1% cream, lotion, ointment,
solution; hydrocortisone probutate 0.1% cream; hydrocortisone valerate
0.2% cream; prednicarbate 0.1% cream (emollient), ointment; triamcinolone
acetonide 0.1% lotion; triamcinolone acetonide 0.025% ointment.

Low potency
(Group 6)

aclometasone dipropionate 0.05% cream, ointment; betamethasone valerate
0.1% lotion; desonide 0.05% cream, foam, lotion; fluocinolone acetonide
0.01% cream, oil, shampoo, solution; triamcinolone acetonide 0.025%
cream, lotion.

Least potent
(Group 7)

hydrocortisone 2.5% cream, ointment, solution; hydrocortisone 2% lotion;
hydrocortisone 1% cream, gel, lotion, ointment, solution, spray;
hydrocortisone 0.5% cream, ointment; hydrocortisone acetate 2.5% cream;
hydrocortisone acetate 2% lotion.

* This table may not include all available topical corticosteroids (strength or formulation).

POLICY STATEMENT

This program has been developed to encourage the use of a Step 1 Product prior to
the use of a Step 2 Product. If the Step Therapy rule is not met for a Step 2
Product at the point of service, coverage will be determined by the Step Therapy
criteria below. All approvals are for 2 months in duration.

Topical Doxepin product(s) is(are) covered as medically necessary when the

following step therapy criteria is(are) met. Any other exception is
considered not medically necessary.

Step 1:

Step 2:

CRITERIA

Generic prescription topical corticosteroids (see Table 1)

Doxepin cream, Prudoxin cream, Zonalon cream

1. If the patient has tried two Step 1 Products, approve a Step 2 Product.
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HISTORY
Type of Revision Summary of Changes Review Date
Annual Revision No criteria changes. 05/11/2022
Annual Revision No criteria changes. 05/24/2023

"Cigna Companies" refers to operating subsidiaries of Cigna Corporation. All products and services are
provided exclusively by or through such operating subsidiaries, including Cigna Health and Life
Insurance Company, Connecticut General Life Insurance Company, Evernorth Behavioral Health, Inc.,
Cigna Health Management, Inc., and HMO or service company subsidiaries of Cigna Health Corporation.
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